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LASER PRODUCTION NRWORK HFZ 312, ROOM 1352 
DATE: 06/29/00 

F-D-A, Variance # 77PO403 

Mr. Manuel Karos 
Food and Drug Administration 
Center for Devices and Radiological Health 
1390 Pimrd Drive 
Rockville, MD 20857 
Tel: (301) 5944646 
Fax: (301) 5944672 

! 
.- _- Dear Mr. Karos, 

Attached please find a variance application and initial report with 4 copies of each for 
Dbj!js vu of Washtngton Park. 

Should you have any questions, please contact me. Thank YOU 

%..’ 
._’ 
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DEPARATMEk‘f OF ?iEAL’fR AND WMAIU SERVICES 
PUBLIC IiEALTn SERVICE 

FOOD AND PRuG ADMINISTRATION 

APWJCATION FOR A VARIANCE 
FROM 21 CFR 7040.17(c) FOR A 
LASER LIGHT SHOW, DISPLAY, 

OR DEVICE 

PRDDuCT DESCRIPTION AND IISE 

b LIST NAME ANbOR MODEL hU,&&+S) FOR THE L&ER LIG~IT SHOW(SJ AND PROJECTOR(SI 

4 I.&I% DISPLAY PEvtCE 

4 PacucCfOR FOR LL crCCR LIGHT 8”O.V 

A LASER LIGHT Snow 

n OTnER (h.u~) 

c 0 PROJECTORS ARE INTEND$D FOR SALE LEASE. f3R LOAN TQ OTI-IER 
LASER LIGIIT SHOW PRODZJC~RS 

a PRODUCT IS lnTENPED FOR USE. IN a 

0 PLANETARIUM OR OTHER DOME PROJECTION STRUCTURE 

0 THEATER 

ci I~OTELIMOTEL UALcRQOM OR W,%TlNC ROOM 

0 STORE DtSt’~sr5 

0 TWOE SHOW OR CONVENTION 

rx! DISCOT~ECIUE OR NIGHT CLUB 

0 INDOOR -RENA 

a OUTDOOR ARENA 

q MUsPUM 
q OUTOOQR UNENCLOSED ,&A 

n OTHER I+, ,I/, t - 

e PADPutT IS WTENPED TO BE uSED 

AT ONLY ONE W,,i, LOCATION 

AT P VURIETY Of (II-.<) LOCATIONS 

OTnER (\,s,.../.) --. 

1. PRODUCT Is INTENDEP TO BE uSf% PT ANI ONE LOCATION 

RI MORE TnaN 15 DnrS co 

q MQRE THAN 5 BUT NOT MORE THAN 15 04rsm 

0 LESS THAN 5 DwS m 

w 
g. TOUR IS INTENDED TQ RUN FOR 

i!! 

MORE THAN 6 MOWi 

16 MONTHS 

0 LESS T?IAw 1 MONTn 

D NOT APPLlCdLE (w, 6, ,..,,r, 

d 
0; 

cl 
R 

Cl OTH6R (,,w.rrl, ____- 
r-4 

n PRODUCT UTILIZES TnE FO,LOWING wSER EFFECT!? 

@ FRONT SCREEN PROJECTIONS 

ij$ REAR SCREEN PRO.sECTiOr& 
?E.? 
a 

i 

HOLOCRAPI-.IC DISPLYIS iii 
MULTIPLE REFL~CTION~D~FFR~CT~ON EFFCCTSIS] 

: 

AUDIENCE SCAHNING I II... ,,,, W, . ., ‘,,,W,,~ ..a,. ,I,, 1. .,,, UE Id, w,,n*,,&v, ,a,, ~. , 

REFLECTIONS FROM ST~TIONAW MIRRORS OR MIRROREP SURFACES 
,lrrw,l bhWb, .,, 

Ira ST~~TIONAR~ IRRADIATION OFROTATING ~~IRRCJR 44~~5. ETC 

a SCANNIHG IRR~PI~TION OF PQT~TING MIRROR BALLS. ETC 

a FIBER OPTIC PROJECTIONS 

d FOG. Sb0sE OR OTHER SCATTERING ENH~NCE~~ENT EFFECTS 

0 OTIIER IV*.~,-) _ _____ 

8. LAKER AADIATJOk LEVELS 

LOSER MEPIVM I.+ II.-.\... ,r, , 
I 

WAVE L@vGTnS lnmj PEA4 POWER I ,I ..I,., 

DPSS 532 50 mWatts 

3, Scanning ampl.itude 0-45X 

9 IF ANY c&SER RADIATION IS PUSED OR sCn~tuE0 CrvE rnE PULSE PLJRATION 4ND RATE *ND SCANNING FREC)uE~CV AND AMPLITUDE 

10 REASON FOR REwCSTING VARIANCE 

a COMPLIANCE WIlti THE UMITS OF 21 CPR 1010 II(C) WOULD RESTRICT THE INTENDED USE OF THE PRODuCT QEC.wSE COMPLIAGE vuoucP LIMIT ThE OUTPUT 
- . POWER TO WE EXTENT THAT THE DESIRED EFFECTS WOULD NOT 6E BUFFICIENTLI VISIELE 

2 OTHER OR ADDITIONAL UP~FIATION r\rr .w., 

I 
FORM FDA 3147 (387) 

-l 
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. ..-..I . m-,.--e .-.~..,F-.,,~ 
IT IS PROPOSED TO DEVIATE FROM TnE PROVISIONS OF 21 CFR 1040.11ic~ IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EKEED TnE 
ACCESSlE%E EMiSSiON LIMITS SPECIFIED IN 21 CFR 1040 l’i(c). 

0 IT IS PROPOSE0 To DEVIATE FROM THE PROVISION OF 2~ CFR lOa- l(c) AS FOLLOWS 

12 A 

ar 

ANTAGES TO EE DERIVED FROM SUCH DEVIATION 

LASER LIGHT SHOWS AND DtSPuilS ARE ACCEPTED POPuusR MEDIA IN ENTERTAINMENT AND THE ARTS USE OF POWER LEVELS IN 
EXCESS OF THE LIMITS IMPOSED BY 21 CFR wa~.ll(~) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE lbEP1~ 

0 OTHER OR ADDITIONAL ADVANTAGES (qsscf~pe amrl rgatn) 

13 ~&PLAIN TwE ALTERNATE MEANS OF RADI~~TION PROTECTION TO BE PROVIDED. Cnack as marlv DO& Al= rrppl~. in Irem 14 -Remarks.” Ire~v Q~Y DO~CS 
nor 

7 

EC& “rang addlnonar sneaw rt* nlcn;saiv, Scare iml oI,T))BI means 01 raqdbon prormon rnar L-III tm bseq ! 

a ALL LASER PRODUCTS, SYSTEMS, Snows. AND PROJECTORS WILL BE CERTIFIED TO CC+t#i.Y WITH 21 CFR 10~0 10 ANP THE CONDI- 
TiONS OF THIS VARIANCE 4ND FILL !3E REPORTED AS REQUIRED BY 21 CFR 1002 10 AND 1002.12 USING THE REPORTING GUIDES PRO- 
VICIEP FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR To ANY INTRODUCTION INTO COMMERCE. 

0. EFFECTS NOT SPECIFICALLY INDICATED IN TrilS VARIANCE APPLICATION WILL NOT BE PERFORMED NO OTHER EFFECTS WILL BE 
ADPED UNTIL AN AHENPMENT TO TkE VARIANCE I~AS BEEN OBTAINED nN0 THE REOUIRED REPORTS OR SUPPLEMENT% AS 
APPLICABLE. HAVE BEEN SUBMITTED. 

C. 

Y 

SCANNING, PROJECTION. OR REFLECTION OF !.&ER AND COLLATERAL RADIATION (L.rCkT SHOW RADIATION) INTO AUDIENCE OR OTHER 
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMiTfED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCEP By TnE AT~~OSPNERE, 
ADDED ATMOSPHERIC SCAlTERlNG MEDIA, AND TIIRGET SCREENS. 

a. LASER RADIATION LEVELS IN EXCESS OF THE LIMITS Of CUSS I WILL NO? BE PLRrdtTl’ED AT ANT POINT LESS T~IAN 3.0 MEKRS ABOVE 
ANY SURFACE UPON WHICH PERSONS OTnER THAN OPERATORS. PERFORMERS, OP EMPrOrEES ARE PERMITTED TO STAND OR 2.5 
METERS BELOW OR IN tiTERAL SEPARATION FROM ANY PLACE wnERE SUCH PERSONS ARE PERMITTED TO BE OPERATORS. 
PERFORMERS, ANP EMPLOIEES WILL NOT BE REQWREP OR ALLOWED TO VIEW RAD;ATIO~ @OvE THE LIMITS OF CCaSS I OR BE 
EXPOSED TO RAPIATION ABOVE TnE LIMITS SPECIFIED IN 21 CFR 1040.11{~1. 

8. 

P 

ANT PRODUCT uVnlCH RELIES ON SCANNING TO ~Efl ACCESS, EXPOSURE, OR PRODUCT CcnsS LIMITS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM wnlCn PIR~CTLY SENSES SCANNER MOTION &ND tvr101 WILL REACT FAST ENOUGN TO PRECLUDE EXCEEDING 
TIIE ApPLlCA8Lf LIMIT. 

f ALL uSER uGrT SnOwS !%i&L BE UNDER THE DIRECT AND PERSONAL CONTROL OF TRAINED. COMPETENT OPERATOR(S). TnE 
OPERATOR(S) WILL . 

11) IMMEDIATELY TERMINATE TnE EMMLSSION OF LIGHT Snow RADIATION IN TrtE EVENT OF ANY UNSAFE CONDITION. 

(2) BE LOCATED wnERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES. AND 

-t3) BE AN EMPLOYEE OF TnE VARIANCE HOLDER wnO FILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR. 

Il. THE WP~IMUM IASER PROJECTOR OUTPUT POWER WILL NOT EXCEED THE LEVEL REOuiRED TO OBTAIN TnE IPrTENDED EFFECTS 

n. THE PROJECTION SYSTEM (1.1.. TtiE PROJECTOR AND ILL OTmER COMPONENTS USED TO PRODuCETHE LIGHTING EFFECTS) WILL BE 

SECURELY MOUNnD OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BCoM cIWITERS WILL BE PROVIDED 
AS AN INHERENT PART OF TnE SrSTEM DESIGN TO PREVENT OVERFILLING OF SCREENS, BkM STOPS. TARGETS. ETC. 

1. 

T 

L~~EFI PROJECTORS WILL NOT BE DELIVERED To ANY OTHER PARrr UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND 
UNTIL TnE RECIPIENT DEMONSTRATES THAT Tnf~ IIAVE A VARIANCE IN EFFECT AT THE 71hE OF DELlVEAl THAT PERMITS THEM TO 
PRODUCE USER LIGIIT StlOwS INCORPORATING SUCH PROJECTOR. 

l- 

Y 

IN ADDITION TO TtiE REQUIREMENTS OF 21 CFA 1040.1qhJ. TnE MANUFACTURER OF LASER PROJECTORSISTSTEMS WILL PROVIDE TO 
PARTIES WHO PuRCJ-IASE, LEASE. OR BORROW TM EQUIPMENT, ADEOUATE USER’S INSTRUCTIONS FOR SAFE INSTALLATIOW AND 
OPERATION AND wnlcn ~XP~JIIN THE RESPONSIBILITY QF Thf RECIPIENT AS AN ~NPEPEFJDENT LIGHT SHOW MANUFACTURER TO 
SUBMIT THE REQUIRED REPORTS AND APPLY FOR AND OBTAIN A VARIANCE FROM CDRn PRIOR TO INTRODUCTION INto COMMERCE OF 
ANY USER LIGHT StlOWS 

t. Ttil REQUIREMENTS OF 21 CFR lW2.3U3og~~~ ANP (2) WILL BE ACCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP, 
ALIGNMENT. TESTING, AND PERFORndAnCB OF EACH SNOW. THESE PROCEDURES WILL BE IN SuFFiClENT DETAIL TO ENSURE COM- 
PLIANCE WITM 21 CFR lOa-0 10. TrrE CONDITIONS OF THIS VARIANCE. AND TnE CONTROL OF ACCESS TO RADIATION AREAS USING TnE 
PROCEDURES RBSCRiBED IN THE ANSI 2136 1 STANP~RD FOR THE SAFE uSB OF LASERS (AMERICAN NATIONAL STANDARDS INSTITUTE, 
1030 BROADWAY, N&V IORK. Nf iml8) OR ANY OTNER EGUIVALENT USER CONSENSUS STANDARD AND. wnERE APPLICABLE. STATE OR 
LOCAL REQUIREMENTS. LASER RADIATION AREAS wr-1101 CAN CONTAIN RADIATION LEVELS ABOVE ThE LIMITS SPECIFIED IN 21 CFR 
iocl0 ii(c), WILL BE CL&RLY IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS Tl-lROUGn PHYSICAL 
MEANS (SUCH AS PRESSURE SWITCHES. PHOTOCELLS, BARRIERS. GUARDS, ETC.). THESE REOUlREMEhp &p&f TO TEMPORARY AREAS 1 

(BuCkI AS DURING SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS. THE VARIANCE HOI-DER WILL RETAIN ; 

THE RECORDS OF Ttii%% PROCEDURES AND THE RESULTS DF ALL TESTS AS REOUIRED BY 21 CFP 1002.31. A COPY OF THE V4RlANCE i 

APPLICATION. ThE APPROVAL LETTER. CURRENT PROCEDURES, AND RECORDS RELATING TO EAW PARTICUUR SHOW WICL BE wrTn 
TtIE OPERATOR OR OTHER RfS#INSlBkE INDIVIPUAL AND WILL BE MADE PVAILASLE FOR INSPECTION BY FD4 AND OTHER RESPONSI- 
BLE AUTHORITIES. 

1 

‘ORY FDA 3147 l-7) 
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I * ,a-.‘V*..- -111.. ,I,,.CI.“,,, -.(I~,~~,L-,~,,~L~,~~~~..~---~~L~ .-~-w~w~=~~cc~LLI ~~~~,i~~)~~.~~~.~npn=,~uv~a~nirIluluur 
PROPOSED EFFECTS INCLUDING A STBTEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SUCH NOTIFICATJONS WILL BE MADE, 8uT 
NOT NECEBSARILT BE crm!TEP. 10, 

11) TnE CENTER FOR DEVICES ANP RAPIOLOGICAL H~AL~‘H. OFFICE OF COMPLIANCE (III%-312~. 8757 GEORGIA avE, SILVER SPRING, MD 
20910, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND TIIE ITINERARY FOR MOBILE SHQWS. IN ADDI- 
TION. UNLESS 4LL ASPECTS OF EACN SHOW HAVE BEEN REPORTED AND Tut? ACCESSION NUMBERS CLEARLY REFERENCED. EACH 
NOTICE W(LL INCLUDE DETsILED DESCRIPTIONS OF EACH SHOW AND A LISTING OF ALL EFFECTS TO BE PERFORMED IN SUFFICIENT 
DETAILTO CONFIRM COMPLIANCE WITH THE REGU~T~ONS AND THIS VARIANCE 

(2) TNE FEDERAL AVIATION ADMINISTRATION (FAPI FOR ANT PROJECTIONS INTO OPEN AIRSPACE AT ANT TIME (LE-, INCLUPlNG SET-UP, 
AuGNMENT. REHEARSALS, PERFORMANCES. ETC.). IF THE FAA OBJECTS TO @NY LASER EFFECTS. THE OBJECTIONS W&I. BE RE- 
SOLVED AND ANY CONDITIONS REQUESTED By FAA WILL BE AD~IEREP TO IF TnESE CONDITIONS CAN NOT E3E MET. TriE OSJEC- 
TIONA~%E EFFECTS WILL BE: DELETED FROM TnE Snow. 

(3) STATE AND LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR ALL SnOWS TO BE PERFORMED WJTHIN THEIR JURISDICTIONS. ALL 
ACOUIREMENTS OF STATE AND LOCAL LAW WILL BE SSTiSFlED AND ANT OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL BE RE- 
SOLVED OR TnE EFFEClX DELETED (LISTS OF FEDERAL AND STATE OyFlCES ARE AVAILA~I& FROM THE CENTER FOR DEVICES. 4ND 
RADIOLOGICAL REALTY UPON REQUEST.) 

14. REMARKS 

_. 

I 

I , - 

CERTIFICATION 

I CERTIFY ma? all ot lne aoove mtormarron and sraremenls are rrue. compiew. and correct IO rne lest cl my hnowlsctge ana acknowlccage IhaI my 
wance apphcarwn may ne Oemea or my ranancs may De rewoke* If rnls apphcatfon IS foung to ee false. m6leacfmg, or incorrecl 01 any maleflat way 

I tiwe SuOmdId and wdl SuDmlt all report requucpq Dy 21 CFR 10OZlO ena 1002 12 on rhe laser equapmanr and ~~ov(s). I lurmer unaerswxl ;nar I 
IMY W reqwed by regulerwn or my me Dmxror. Cenw tor Devices anra Raatoiogbcai hesirn, TO supply sucn omer mtormarlon as may be necessary TO 
-luaIe ana act on mm appiearton. 

Y6. NAME n;&.z M Prtnr] 17. TITLE 

Larry Troesch Laser Safety Officer 

FORM FPA 314M187J 


